
UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

WASHINGTON, D.C. 20555-0001 
 

 
 
 

 
 

May 13, 2014 
 
 
W. Lee Cox, III, Chief 
Radiation Protection Section 
Division of Health Service Regulation 
Department of Health and Human Services 
3825 Barrett Drive 
Raleigh, NC 27609-7221 
 
Dear Mr. Cox: 
 
We have reviewed the final revision to the North Carolina regulations, Regulations for Protection 
against Radiation 15 NCAC 11, received by our office on March 12, 2014.  These regulations 
were reviewed by comparison to the equivalent Nuclear Regulatory Commission (NRC) rules in 
10 CFR Parts 19, 20, 30, 31, 32, 33, 35, 40, 61, 70, 71, 150 and the requirements of the 10 
amendments identified in the enclosed State Regulation Status (SRS) Data Sheet.  We 
discussed our review of the regulations with James Albright on May 12, 2014. 
 
As a result of our review, we have 18 comments that have been identified in the enclosure.  
Please note that we have limited our review to regulations required for compatibility and/or 
health and safety.  We have determined that if these regulations are revised, incorporating our 
comments and without other significant change, they would meet the compatibility and health 
and safety categories established in the Office of Federal and State Materials and 
Environmental Management Programs (FSME) Procedure SA-200, “Compatibility Categories 
and Health and Safety Identification for NRC Regulations and Other Program Elements.” 
 
We request that when you revise your regulations to address our comments, a copy of the “as 
published” regulations be provided to us for review.  As requested in FSME Procedure SA-201, 
“Review of State Regulatory Requirements,” please highlight the location of any changes made 
by North Carolina, in response to our comments, and provide a copy to Division of Materials 
Safety and State Agreements, FSME. 
 
The SRS Data Sheet summarizes our knowledge of the status of other North Carolina 
regulations, as indicated.  Please let us know if you note any inaccuracies, or have any 
comments on the information contained in the SRS Data Sheet.  This letter, including the SRS 
Data Sheet, is posted on the FSME website:  http://nrc-stp.ornl.gov/rulemaking.html.   



L. Cox -2- 
 
If you have any questions regarding the comments, the compatibility and health and safety 
categories, or any of the NRC regulations used in the review, please contact Kathleen 
Schneider, State Regulation Review Coordinator, at (301) 415-2320 
(Kathleen.Schneider@nrc.gov) or Monica Ford at (610) 337-5214 (Monica.Ford@nrc.gov).   
 

Sincerely, 
 
/RA A.D. White for/ 
 
John M. Moses, Acting Deputy Director 
Division of Materials Safety and State Agreements 
Office of Federal and State Materials  
  and Environmental Management Programs 

 
Enclosures: 
1. Compatibility Comments 
2. North Carolina SRS Data Sheet
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 COMPATIBILITY COMMENTS ON NORTH CAROLINA FINAL REGULATIONS 
 

 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

 
1 

 
11.0338 

 
30.34(a), (b), (h) 

 
2001-1 
 
 

H&S/C Terms and conditions of licenses 
 
North Carolina has an incorrect 
reference in 11.0338(c).  The 
reference should be “The notification 
in Paragraph (b) of this rule shall 
indicate.” 
 
North Carolina deleted the equivalent 
provision to 10 CFR 30.34(a) and (b).  
These provisions are Compatibility 
Category C and the essential 
objectives of 10 CFR 30.34 (a) and 
(b) need to be incorporated into 
11.0338. 
 
North Carolina needs to make the 
above changes in order to meet the  
Category H&S designation assigned 
to 10 CFR 30.34(h) and the 
Compatibility Category C designation 
assigned to 10 CFR 30.34(a) and (b). 

 
2 

 
11.0309 

 
31.5 

 
2001-1 
2007-2 
2007-3 
2012-1 

 
C 

 
Certain detecting, measuring, 
gauging, or controlling  
devices and certain devices for 
producing light or an ionized  
atmosphere 
 
North Carolina lists an incorrect 
reference in 11.0309(b)(2).  The 
reference should be changed to 
“Subparagraph (c)(9) of this Rule.” 
 
North Carolina needs to delete 
“except that tests for leakage or 
contamination may be performed by 
the general licensee using leak test 
kits provided and analyzed by a 
specific licensee who is authorized to 
provide leak test kit services;” from 
11.0309(c)(3)(A). 
 
North Carolina needs to remove “or 
dispose of” and “by export as 



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

provided by (c)(7) of this Rule, or by 
transfer” from 11.0309(c)(9). 
 
North Carolina needs to make the 
above changes in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 31.5. 

 
3 
 

 
11.0328 

 
32.51 

 
2001-1 

 
B 

 
Byproduct material contained in 
devices for use under Sec. 31.5; 
requirements for license to 
manufacture, or initially transfer 
 
North Carolina omits an equivalent 
regulation to 10 CFR 32.51(a)(4), (5), 
and (6). 
 
North Carolina needs to change the 
label in 11.0328(a)(3)(C) to read: 
“Caution Radioactive Material/ (name 
of manufacturer or initial transferor).” 
 
North Carolina needs to make the 
above changes in order to meet the 
Compatibility Category B designation 
assigned to 10 CFR 32.51. 

 
4 

 
11.0310 

 
32.51a 

 
2001-1 

 
B 

 
Same: Conditions of licenses 
 
North Carolina needs to add an 
equivalent regulation to 10 CFR 
32.51a(b)(4) “The name or title, 
address, and phone number of the 
contact at the NRC or Agreement 
State regulatory agency from which 
additional information may be 
obtained” to 11.0310(6). 
 
North Carolina omits equivalent 
regulations to 10 CFR 32.51a(c) and 
(e). 
 
North Carolina needs to make the 
above changes in order to meet the 
Compatibility Category B designation 
assigned to 10 CFR 32.51a. 
 

      



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

5 11.0310 32.52 2001-1 B Same: Material transfer reports and 
records 
 
North Carolina omits equivalent 
regulations to 10 CFR 32.52(a)(3), 
(b)(1)(i), (b)(1)(ii), (b)(1)(iii), (b)(1)(v), 
and (b)(2)-(7). 
 
North Carolina needs to add 
equivalent regulations to the above 
sections to 11.0310 in order to meet 
the Compatibility Category B 
designation assigned to 10 CFR 
32.52. 

 
6 

 
11.0104 

 
35.2 

 
2002-2 

 
C 

 
Definitions: Prescribed dosage 
 
North Carolina needs to add “for 
procedures performed pursuant to 
11.0361 as it pertains to uptake, 
dilution, and excretion studies and 
imaging and localization studies.” 
 
North Carolina needs to make the 
above change in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 35.2 definition 
Prescribed dosage. 

 
7 

 
11.0104 

 
35.2 

 
2002-2 

 
C 

 
Definition: Prescribed dose 
 
North Carolina needs to add “manual” 
in front of the word “brachytherapy” in 
11.0104(102)(b). 
 
North Carolina needs to make the 
above change in order to meet the 
Compatibility Category C designation 
assigned to 10 CFR 35.2 definition 
Prescribed dose. 

 
8 

 
11.0318 

 
35.11 

 
2002-2 
2007-3 

 
C 

 
License required 
 
North Carolina omits the word 
“prepare” from the 11.0318(p)(1). 
 
North Carolina needs to make the 
above change in order to meet the 



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

Compatibility Category C designation 
assigned to 10 CFR 35.11. 

 
9 

 
11.0318 

 
35.27 

 
2002-2 

 
H&S 

 
Supervision 
 
North Carolina lists an incorrect 
reference in 11.0318(y).  11.0318(y) 
should read “A licensee that permits 
supervised activities under 
Paragraphs (w) and (x) of this Rule is 
responsible for the acts and 
omissions of the supervised 
individual.” 
 
North Carolina needs to make the 
above change in order to meet the 
Category H&S designation assigned 
to 10 CFR 35.27. 

 
10 

 
11.0359 

 
35.63 

 
2002-2 
2007-3 

 
H&S 

 
Determination of dosages of 
unsealed byproduct material for 
medical use 
 
North Carolina does not adopt the 
essential health and safety objectives 
of 10 CFR 35.63(d). 
 
North Carolina needs to adopt the 
essential health and safety objectives 
of 10 CFR 35.63(d) in order to meet 
the Category H&S designation 
assigned to 10 CFR 35.63. 

 
11 

 
11.0362 

 
35.92 

 
2002-2 
2007-1 

 
H&S 

 
Decay-in-storage 
 
North Carolina’s regulation is less 
restrictive than NRC’s regulation.  
North Carolina allows for decay in 
storage for radioactive material with a 
physical half-life of less than 275 
days.  10 CFR 35.92 only allows for 
decay in storage for radioactive 
material with a physical half-life of 
less than or equal to 120 days. 
 
North Carolina needs to change their 
decay in storage requirement to 
radioactive material with a half-life of 



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

less than or equal to 120 days in 
order to meet the Category H&S 
designation assigned to 10 CFR 
35.92. 

 
12 

 
11.0305 

 
30.15 

 
2007-2 
2007-3 

 
B 

 
Certain items containing byproduct 
material 
 
North Carolina does not have 
equivalent provisions to 10 CFR 
30.15(a)(2)(i) and (ii), 30.15(a)(8)(vi) 
for the statement “And provided 
further…,” and 30.15(b). 
 
North Carolina needs to add the 
above provisions to 11.0305 in order 
to meet the Compatibility Category B 
designation assigned to 10 CFR 
30.15. 

 
13 

 
11.0304 

 
30.18 

 
2007-2 
2007-3 

 
B 

 
Exempt quantities 
 
North Carolina omits the words “or 
transfer” after the words “packaging 
or repackaging” in 11.0304(b) 
 
North Carolina needs to make the 
above change in order to meet the 
Compatibility Category B designation 
assigned to 10 CFR 30.18. 

 
14 

 
11.0305 

 
30.20 

 
2007-3 

 
B 

 
Gas and aerosol detectors 
containing byproduct material 
 
North Carolina omits an equivalent 
regulation to 10 CFR 30.20(b). 
 
North Carolina needs to add an 
equivalent regulation to 10 CFR 
30.20(b) to 11.0305 in order to meet 
the Compatibility Category B 
designation assigned to 10 CFR 
30.20. 
 
 
 

 
15 

 
11.0317 

 
30.32(g) 

 
2007-3 

 
C 

 
Application for specific licenses 



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

 
North Carolina omits equivalent 
regulations to 10 CFR 30.32(g)(3) and 
(4). 
 
North Carolina needs to add 
equivalent regulations to 10 CFR 
30.32(g)(3) and (4) to their regulations 
in order to meet the Compatibility 
Category C designation assigned to 
10 CFR 30.32(g). 

 
16 

 
11.0338 

 
30.34(j) 

 
2007-3 

 
B 

 
Terms and conditions of licenses 
 
North Carolina has two incorrect 
references in 11.0338.  The reference 
in 11.0338(i)(1) should be changed 
from “in Rule .0318” to “in Rule .0333” 
and the reference in 11.0338(j) should 
be changed from “of Rule .0318” to 
“of Rule .0333.” 
 
North Carolina needs to make the 
above changes in order to meet the 
Compatibility Category B designation 
assigned to 10 CFR 30.34(j). 

 
17 

 
11.0331 

 
32.71 

 
2007-3 

 
B 

 
Manufacture and distribution of 
byproduct material for certain in 
vitro clinical or laboratory testing 
under general license 
 
North Carolina omits an equivalent 
regulation to 10 CFR 32.71(a)(8). 
 
North Carolina needs to add an 
equivalent regulation to 10 CFR 
32.71(a)(8) to 11.0331 in order to 
meet the Compatibility Category B 
designation assigned to 10 CFR 
32.71. 



 
 
STATE SECTION 

 
NRC SECTION 

 
RATS ID CATEGORY SUBJECT and COMMENTS 

 
18 

 
11.1004 

 
19.13 

 
2008-1 

 
C 

 
Notification and reports to 
individuals 
 
North Carolina omits an equivalent 
regulation to 10 CFR 19.13(e). 
 
North Carolina needs to add an 
equivalent regulation to 10 CFR 
19.13(e) to 11.1004 in order to meet 
the Compatibility Category C 
designation assigned to 10 CFR 
19.13. 
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